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Applicant(s) 

TAKAHASHI ETAL 
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Keith 0. Robinson, Ph.D. 


Art Unit 

1638 





The MAILING DATE of this communication app ars on th cover sheet with the correspondenc address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and vAW expire SIX (6) MONTHS from the mailing date of this communication. 
> Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the OfTice later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 16 June 2006 . 
2a)D This action is FINAL. 2b)l3 This action Is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) 13 Claim(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) 8-13 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed, 

6) ^ Clajm(s) ±7 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomi PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)13 Acknowledgment Is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0- 
aM All b)n Some * c)^ None of: 

1 .3 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) M Notice of References Cited (PTO-892) 4) □ Inten/iew Summary (PTO-413) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No(s)/MaiI Date. . 

3) S Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/IVIail Date 3/31/04 & 4/19/05 . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 2006071 1 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of claims 1-7 in the reply filed on June 16, 
2006 is acknowledged. 

2. Claims 8-1 3 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b), as being drawn to a nonelected group, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on June 16, 2006. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Claim Rejections - 35 USC § 112, first paragraph - Written Description 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1-7 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The claims are broadly drawn to any soybean 
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having total free amino acid content in the seed that is higher than the content of other 
soybean seed. 

The specification fails to provide a written description of the broad genus of 
soybean seed having total free amino acid content in the seed that is higher than the 
content of other soybean seed with regards to their genetic, morphological and/or 
physiological characteristics. 

The specification only provides adequate written description for soybean lines 
QF2F3-1. QF2F3-2 and QF2F3-3 (see page 11 and page 12. Table 1). 

The Federal Circuit has recently clarified the application of the written description 
requirement. The court stated that a written description of an invention "requires a 
precise definition, such as by structure, formula, [or] chemical name, of the claimed 
subject matter sufficient to distinguish it from other materials". University of California v. 
Eli Lilly and Co., 119 F.3d 1559, 1568; 43 USPQ2d 1398, 1406 (Fed. Cir. 1997). The 
court also concluded that "naming a type of material generally known to exist, in the 
absence of knowledge as to what that material consists of, is not description of that 
material". Id. Further, the court held that to adequately describe a claimed genus. Patent 
Owner must describe a representative number of the species of the claimed genus, and 
that one of skill in the art should be able to "visualize or recognize the identity of the 
members of the genus". Id. 

See MPEP Section 2163, page 156 of Chapter 2100 of the August 2001 version, 

column 2, bottom paragraph, where it is taught that 

[T]he claimed invention as a whole may not be adequately described where an 
invention is described solely in terms of a method of its making coupled with its function 



Application/Control Number: 10/812,916 Page 4 

Art Unit: 1638 

and there is no described or art-recognized correlation or relationship between the 
structure of the invention and its function. A biomolecule sequence described only by a 
functional characteristic, without any known or disclosed correlation between that 
function and the structure of the sequence, normally is not a sufficient identifying 
characteristic for written description purposes, even when accompanied by a method of 
obtaining the claimed sequence. 

Given the failure of the specification to describe the claimed soybean seed, one 
skilled in the art would not have recognized Applicants to have been in possession of 
the claimed invention. See the written description guidelines published in Federal 
Register/ Vol. 66, No, 4/ Friday January 4, 2001/ Notices: pp. 1099-1 111, 

The MPEP states "[t]o satisfy the written description requirement, a patent 
specification must describe the claimed invention in sufficient detail that one skilled in 
the art can reasonably conclude that the inventor had possession of the claimed 
invention. See, e.g., > Moba, B.V. v. Diamond Automation, Inc., 325 F.3d 1306, 1319, 
66 USPQ2d 1429, 1438 (Fed. Cir. 2003);< Vas-Cath, Inc. v. Mahurkar, 935 F.2d at 
1563, 19 USPQ2d at 1 1 16. However, a showing of possession alone does not cure the 
lack of a written description. Enzo Biochem, Inc. v. Gen-Probe, Inc., **>323 F.3d 956, 
969-70,< 63 USPQ2d 1609, 1617 (Fed. Cir. 2002)". 

See VaS'Cath Inc. v, Mahurkar (CA FC) 19 USPQ2d 1111,1115, which 
teaches that the purpose of the written description is for the purpose of warning an 
innocent purchaser, or other person using a machine, of his infringement of the patent; 
and at the same time, of taking from the inventor the means of practicing upon the 
credulity or the fears of other persons, by pretending that his invention is more than 
what it really is, or different from its ostensible objects, that the patentee is required to 
distinguish his invention in his specification. 
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Claim Rejections - 35 (JSC § 112, first paragrapti - Enablement 

5. Claims 1-7 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for soybean lines QF2F3-I , QF2F3-2 and QF2F3-3, 
does not reasonably provide enablement for the broad genus of soybean seed having 
higher total free amino acid content in the seed. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make or use the invention commensurate in scope with these claims. The claims are 
broadly drawn to any soybean having total free amino acid content in the seed that is 
higher than the content of other soybean seed. 

In re Wands, 858F.2d 731. 8 USPQ2d 1400 (Fed. Cir. 1988) lists eight 
considerations for determining whether or not undue experimentation would be 
necessary to practice an invention. These factors are: the quantity of experimentation 
necessary, the amount of direction or guidance presented, the presence or absence of 
working examples of the invention, the nature of the invention, the state of the prior art, 
the relative skill of those in the art, the predictability or unpredictability of the art, and the 
breadth of the claims. 

The specification fails to provide any guidance for the broad genus of soybean 
seed having total free amino acid content in the seed that is higher than the content of 
other soybean seed with regards to their genetic, morphological and/or physiological 
characteristics. 

The specification only provides guidance for soybean lines QF2F3-I , QF2F3-2 
and QF2F3-3 (see page 11 and page 12, Table 1). 
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The art teaches that the genetic variation among individual progeny of a breeding 
cross allows for the identification of rare and valuable new genotypes but that these new 
genotypes are neither predictable nor incremental in value, but rather the result of 
manifested genetic variation combined with selection methods, environments and the 
actions of the breeder (Kevern, US Patent 5,850,009, column 4, lines 41-46). The 
nature of the art at the time of Applicant's invention was such that one of skill in the art 
could not reasonably predict what the product of a cross between two parental plants 
would be without a reduction to practice. The art teaches that based on the number of 
segregating genes, the frequency of occurrence of any individual with a specific 
genotype is less than 1 in 10,000 and that even if the entire genotype of the parents has 
been characterized and the desired phenotype is known, only a few if any individuals 
having the desired genotype may be found in a large F2 or So population and that 
typically the genotype of neither the parents nor the desired genotype is known in detail 
(see Segebart, U.S. Patent 5,304,719, in particular the paragraph spanning columns 2- 
3). Hence, given the fact that one of skill in the art cannot reasonably predict the 
number of genes that affect given traits, it is unclear how one of skill in the art could 
reasonably predict how to make and use the claimed plants from Applicant's exemplified 
soybean seed. 

Given the lack of guidance regarding the broad genus of soybean seed having 
total free amino acid content in the seed that is higher than the content of other soybean 
seed, the breadth of the claims and the state of the prior art, it would require undue trial 
and error experimentation to make and use the invention as claimed. 
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In addition, the invention appears to require specific plants to practice, in which 
case a deposit(s) is required for enablement purposes as set forth in 37 C.F.R, 1.801- 
1.809. 

Claim Rejections - 35 (JSC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

7. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by Hajika et 
al (Breeding Sci. 48: 383-386, 1998). The claims read on any soybean having a total 
free amino acid content in the seed that is higher than other selected soybean varieties. 
Furthermore, the specification discloses that free amino acid content in soybean can be 
elevated by causing genetic deficiencies in any of the subunits of p-conglycinin and 
glycinin (see page 16, 1^* paragraph). 

Hajika et al disclose a soybean plant lacking all the subunits of p-conglycinin, 
wherein said soybean was crossed with another soybean plant to produce Fi and F2 
progeny (see page 383, 2"^ column, 5^^ paragraph to page 384, 2"^ column, end of 3''^ 
paragraph); thus, said progeny would theoretically have soybean plants that possess 
the same characteristics as the claimed invention. See In re Thorpe, 227 USPQ 964, 
966 (Fed. Cir. 1985), which teaches that a product-by-process claim may be properly 
rejectable over prior art teaching the same product produced by a different process, if 
the process of making the product fails to distinguish the two products. See In re Best, 
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195 USPQ 430. 433 (CCPA 1997), which teaches that where the prior art product 
seems to be identical to the claimed product, except that the prior art is silent as to a 
particularty claimed characteristic or property, then the burden shifts to Applicant to 
provide evidence that the prior art would neither anticipate nor render obvious the 
claimed invention. 

8. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by Ogawa 
et al (Japan. J. Breed. 39: 137-147, 1989). The claims read on any soybean having a 
total free amino acid content in the seed that is higher than other selected soybean 
varieties. 

Ogawa et al disclose a soybean having total free amino acid content in the seed 
that is higher than other selected soybean varieties (see page 145, Table 3). See In re 
Thorpe, 227 USPQ 964. 966 (Fed. Cir. 1985), which teaches that a product-by-process 
claim may be properly rejectable over prior art teaching the same product produced by 
a different process, if the process of making the product fails to distinguish the two 
products. See In re Best, 195 USPQ 430, 433 (CCPA 1997), which teaches that where 
the prior art product seems to be identical to the claimed product, except that the prior 
art is silent as to a particularly claimed characteristic or property, then the burden shifts 
to Applicant to provide evidence that the prior art would neither anticipate nor render 
obvious the claimed invention. 

Conclusion 

9. No claims allowed. 
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1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Keith 0. Robinson, Ph.D. whose telephone number is 
571-272-2918. The examiner can normally be reached on Monday - Friday 7:30 am - 
4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached on (571 ) 272-0975. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

1 1 . Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Keith 0. Robinson, Ph.D. 



OAVIOH.KRUSE.PH.D. 
PRIMARY EXAMMIR 



July 11, 2006 




